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MEDWATCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patienti

jdentifier

Page

2 Age attime
of event:
or

Date

of birth

B. Adverse event or product problem
. [ A Adverse event

&_ﬁ Ibs

In confidence

and/or [\ ¥ Product problem (e g , defects/malfunctions)

RN For VOLUNTARY reporting -
by health professionals of adverse * -
events and product problems

2 Outcomes attributed to adverse event
(check all that apply)

[:l death
(mo/day/yr)
Me—threatenlng

|]/dlsab|hty

D congenital anomaly

required Intervention to prevent
permanent impairment/damage

|D/hosplta|izat|on —inihial or prolonged D other:

3 Date of 4 Date of
event // - gé . ?/7 this report /_, ? -
(mo/dayryr) (mo/dayfyr)

5 Describe event or problem
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6 Relevant tests/laboratory data, including dates

NIA

7. Other relevant history, including preexisting medical conditions (e g , allergies,
race pregrg‘cy [mokmg and alcohol use, hepatic/renal dysfunction, etc )
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1 Name (give labeled strength & mfr/labeler, |f/<nown)
— f

H [/vc’. Wt (

#2 ﬁi*

2 Dose, frequency & route us: 3 Therapy dates (if unknown, give duration)
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4 Dlagn sis Tor use (indication)
\L«h £ ZosS

6 Lot # (f known) 7 Exp. date (if known)

" 29702 |* 09/H

#2 #2

5. Event abated after use
stopped or dose reduced

#1 [yes [no msy’”
#2 [Jyes [ Jno [14g8RN

8 Event reappeared after
reintroduction

#1 Oyes [Ino [Kosg
9 NDC # (for product problems only)
. - - #2 [Jyes [Jno []goeRn*
Concomitant medical products and therapy dates (exclude treatment of event)
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D. Suspect mealcai devuce

1 Brand name

4 Operator of device
[:I health professional

D lay user/patient

D other
5 Expiration date
B (morday‘yr)
model #
7 i implanted, give date
catalog # (mo/agy,y,) 9
A 0o
serial # ‘jl!l ] J '”3
8 If explanted, give date
lot # C ;:'m -;;\ prrmmaa (mo‘dayfyr)
LA RERES SR |
other #
9 Device available for evaluation? (Do not send to FDA)
D yes [:] no [:] returned to manufacturer on

{mo/day/yr)
10 Concomitant medical products and therapy dates (exclude treatment of event)

Occupahon

Nbghh

2 Health professional? | 3 4 Also reported to

(:] manufacturer

D yes E’no
D user facility
5 I you do NOT want your ldenmy disclosed to
the manufacturer, place an “ X ™ in this box. [] distrbutor

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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ADVICE A_OUT VOLUNTARY RE. JRTING

Report experiences with: How to report:
* medications (drugs or biologics) * just fill in the sections that apply to your report
* medical devices (including in-vitro diagnostics) * use section C for all products except
* special nutritional products (dietary medical devices
supplements, medical foods, infant formulas) * attach additional blank pages if needed
* other products regulated by FDA * use a separate form for each patient
Report SERIOUS adverse events. An event * Eﬁfggtﬁ;ther to FDA or the manufacturer
is serious when the patient outcome is:
* death Important numbers:
* life-threatening (real risk of dying) * 1-800-FDA-0178 to FAX report
* hospitalization (initial or prolonged) * 1-800-FDA-7737 to report by modem
* disability (significant, persistent or permanent) * 1-800-FDA-1088 for more information or to
* congenital anomaly R report quality problems
* required intervention to prevent permanent * 1-800-822-7967 for a VAERS form
impairment or damage for vaccines
Report even if: If your r_eﬁort involves a serious adverse
, . event with a device and it occurred in a facility out-
* you're not certain the product caused the side a doctor’s office, that facility may be legally required
event to report to FDA and/or the manufacturer. Please notify
* you don’t have all the details the person in that facility who would handle such reporting.

Report product problems — quality, performance

or safety concerns such as: Confidentiality: The patient's identity is held in strict

confidence by FDA and protected to the fullest extent of

* suspected contamination the law. The reporter’s identity may be shared with the
* questionable stability manufacturer unless requested otherwise. However,
» defective components FDA will not disclose the reporter’s identity in response to

a request from the public, pursuant to the Freedom of

* poor packaging or labeling Information Act.

The public reporting burden for this collection of information Reports Clearance Officer, PHS and to: Please do NOT
has been estimated to average 30 minutes per response, Hubert H. Humphrey Building, Office of Management and return this form
Including the time for reviewing instructions, searching exist- Room 721-B Budget to either of these
ing data sources, gathering and maintaining the data needed, 200 Independence Avenue, S.W Paperwork Reduction Project address

and completing and reviewing the collection of information, Washington, DC 20201 (0910-0230) esses.

Send your comments regarding this burden estimate or any ATTN: PRA Washington, DC 20503
other aspect of this collection of information, including sug-
gestions for reducing this burden to.
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U.S. DEPARTMENT C_ ALTH AND HUMAN SERVICES
Pubiiu rrealth Service

;"\
’ i 1 COMPLAINT NUMBER

m(»c—ssé/é

FOOD AND DRUG ADMINISTRATION

COMPLAINT / INJURY REPORT

2. DATE

OF COMPLAINT (Month / Day / Year)
3/3/98

3. a. 4. SOURCE OF COMPLAINT
FORM OF (1) L1 TELEPHONE (1) (] cONSUMER (3) [] TRADE SOURCE
COMPLAINT @ BXLETTER 2 ] GOVERNMENT (4) k* OTHER
@ 0 visit v OO s LIF  (indicate in Remarks)
5. a. NAME AND ADDRESS (Include ZIP Code) b. AREA CODE AND TELEPHONE NUMBER
IDENTIFICATION REPORTER: _
WORK ( )
6. a. DESCRIPTION OF COMPLAINT / INJURY
Attached medwatch received via fax today from CFSAn, Project #12713
to be completed by April 3, 1997 (CFSAN deadline date).
COMPLAINT Pl beain (1) MEDICAL RECORDS
OR INJURY ease obta b. DOES COMPLAINANT EXPECT
(2) COPY OF LABEL ONLY (no CR) ADDITIONAL FDA CONTACT?
(3) ADVERSE REACTION QUESTIONNAIRE M) BXNo (@ OJ YES
to be completed by patient (if same as| (r “yes” Explain in Remarks)
reporter)
7. a. EIB b. TYPE SYMPTOMS  ONSET (HR)| c. ATTENDING HEALTH d. HOSPITALIZATION REQUIRED?
INJURY OR (HFC- 181 O vommna PROFESSIONAL? m O No @ & ves
ILLNESS o © [J NAUSEA M O No @ &I YES | (f “Yes” give name, address, phone
RESULTED @ On~o | @ O bwurRHEA (If “Yes" give name, ad- number and d
m O no @ ves| @ rEveR dress, and phone rumber) | 11/26,/57- S
. (5) SKINEYE IRR. OBTAINED: TO BE OBTAINED:
@ . ves DATE: ©® [l HEADACHE
*(if “‘yes” complete 3/4/98 @¥x! OTHER
tems a throughd) | | STROKE of 64 yr old female, 23 ig pTr Ssuiiv
1 i SO PR | £lo an amao . sl
8_ a. BRAND NAME Al Ul ficdce ilalclilull 4o L [=X=313 . PRODUCT NAME WH B'KU{ |
FIT AMERICA NATURAL WEIGHT CONTR#OL AID }IMK
c. SIZE AND PACKAGE TYPE d. NAME AND LOCATION OF STORE WHERE PURCHASED
PRODUCT AND capsules ] f + /1’/}1,014 “p s VA
LABELING e. PACKAGE CODE / SERIAL
NUMBER / ETC. 4( FLA’ 23 L/V/
f. DATE PURCHASED g. PRODUCT USED  “y [no | h MT REMAINING
251702 P
EXP. / USE BY DATE: _09/99 7 Jersns Date: 9/97t0 1126797 GAM{@
9. a. HOME DISTRICT ¢. NAME AND LOCATION OF FIRM (include ZIP Code) d. IMPORT PRODUCT
MANUFACTURER / ¥k FLA FiT America Inc. () L] No
DISTRIBUTOR field Beach FL 33441
OF PRODUCT b. C.F. NO. NOCF Deertield Be L @ O ves o
(aroT fnasund
10. a. PROBLEM KEY WORD b. DISPOSITION 11. PRODUCT CODE
(1) CODE (2) DESCRIPTION | (1) [J IMMEDIATE FoLLOW-UP 60CB E 03
RX Stroke @ E% F /U NEXT El
3 CLOSED WITHOUT FURTHER .
b EVALUATION 3 L OSED NITHO 12. INFORMATION COPIES TO:
EVALUATION (1) ] NOT AN FDA OBLIGATION 4y [J REFERRED TO OTHER FEDERAL O] HFM-660 [ HFz-343
AND @ [J OBLIGATION, NO VIOLATION AGENCY (Closes File)
DISPOSITION @ ¥ FDA ACTION INDICATED e U REFERFED TO STATE / LOCAL O wro730 ¥R HFC-161
0 (Closes File)
@) INSUFFICIENT INFORMATION 6) Q REFERRED TO OTHER ] HFv-210 $ HFS-635
UNABLE TO EVALUATE FDA DISTRICT @ OTHE
(77 00 REFERRED TO OCI
13. REMARKS A1l records (originals) to be sent FEDEX to Bridgette Wallace, HFS-636

FDA/CFSAN, XUBRX 200 C Street, S.W., Wash. D.C. 20204

Please forwarded a copy of all records to me and I wi
to DEIO/FLA-DO as well as NYK-DO Complaint file.

(Room: 5019)

11 distribute a set

14. NAME AND TITLE OF DISPOSITION OFFICIAL

Marlene H. Doherty, CSI/CCC

15. DATE
3/4/98
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FORM FDA 2516 (1/96)

* US. GPO 1997-521-557/85348
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1. COMPLAINT NUMBER

COMPLAINT / INJURY FOLLOW-UP NYK~-3416
2.a. ACTION REQUESTED 2.b. REMARKS (Additional detalls)
(1)X] INVESTIGATION Adverse Event Report Project # 12713

(2 O COLLECT SAMPLE
(3) O INSPECTION

(4) O OTHER:
2.c. REQUESTING OFFICIAL'S NAME, AND TITLE 2,d. REQUESTED | 2.e. PRODUCT NAME
¢ Bridgette Wallace (ARMS) Monitor 3"/27?8 f2+PAARILY apSe
3.a, ASSIGNED TO:__ . 3.b, DUE BY: 4.a. ACTION TAKEN 4.b. SAMPLE NUMBER(s)
Joseph Maselli LS ¥ InvEsTIGATION n/a

(2 O SAMPLE COLLECTED|
(3) O INSPECTION
(4) J NONE

4.c. DESCRIPTION OF ACTION TAKEN OB 3/20/98, the investigator visited the daughter of the
conpleinant, [N 1ocated at:

- i the reporter of the FDA Med-Watch form on beBalf of her mother.

During this interview, limited information was obtained in view of the fact that vrs JIE

the complainant, currently living with her husband, in

According to Mse

medical re-hab. at
All product labeling remains in the possession of Mre

The complainant's initial medical care facilit emergency care) is located
Attending physician

presenly receiv

is Dr. was admitte

ﬁ1/26/97 with a diagnosis of Embolic Hemorrhage Stroke. According to Mrs.

i as provided to he
has responded to medical Fon entand care that was p Te

Vs ] provided the investigator with a signed medical release form, and the
Adverse Reaction Questionnaire. They are attached,

4.d. ACTION OFFICIAL'S NAME AND TITLE 4.e. ACTION DISTRICT | 4.f, DATE COMPLETED
Joseph Maselli, Investigator NYK~DO 3/23/98
5. MANUFACTURER / DISTRIBUTOR / DEALER RESPONSIBLE 5. PROGRAM DATA
5.a. HOME DIST. 5.c. NAME AND ADDRESS 6.a. OPERATION b. PAC 6.c. PRODUCT CODE
FIA-DO Pit America Inces 13 Soos ofhiroeg
5.b, CF NO. Deerfield Beach, Plaes 33441 6.d EMP. HOME DIST, 6.e. EMP. NO. 6.f. POS CL.| 6,g. HOURS
NYXK~-DO 111 2 6
7. EVALUATION 8. FINAL DISPOSITION 9. INFO.
© O PENDING (1) O FOLLOW-UP NEXT E1 (7 O RECALL COPIES TO:
(1) [0 NO ACTION INDICATED (NAI) 2 O WARNING LETTER (8 O NO ACTION ) HFB-100
(2) O VOLUNTARY ACTION INDICATED (VAI) (3 O CITATION U HFD-730
3) [ OFFICIAL ACTION INDICATED (OAI) @ O SEIZURE D) HFv-236
(4 O NOT AN FDA OBLIGATION (5) T INJUNCTION / PROSECUTION U HFZ-343
(5) O REFERRED TO HOME DISTRICT 6) 00 REFERRED TO OTHER AGENCY U HFC-161
(6) O INSUFFICIENT INFO. UNABLE TO EVAL. (Indicate Agency in Remarks) L) HFS-635
(7 O REFERRED TO OCl E] e
REMARKS g
I
0
O
000004 o___
NAME AND TITLE OF DISPOSITION OFFICIAL DISPOSITION DISPOSITION DATE

FORM FDA 2516a (3/94)

* U.S. GPO: 1995-386-960/20706
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INVESTIGATIONS OPERATIONS M. AL e i EXHIBIT 910.0
Adverse Reaction Questionnaire '
- 2¢ Toqcrl tmide /),
Complaint Number: /V Yk" 3 ///é Investigator: ’ 4

Consumer Information

Tnitial Report Source: JORA Consumer Injury

Date of Report: ;/%/7k pooomoTITITTm eemmmLeREsmmammem T “""'"'“'"";"""'-‘--

MM/DD/YY OTelephone CCorrespondence edWatch
2o lﬁ QUSP OPQRS OPoison Control 0CDC
N Geoder: OF  OM Age b &
7
Race: “White ©2-Black 03-Asian/Pacific sa[npd\mj 04-Native American  OS-Hispanic
08-Other 09-Unknown

Information on Adverse Reaction

Date of Adverse Reaction: ///J Lv/ 4?‘&( Give the sits of consumption/ingestion (e.g. home, restaurant, office):
Previous Reaction to Product Type: CYes 0 M

The following information relates to the consumers’ use of the product.

Describe the adverse event (including symptoms and the time lapse from using product to onset of symptoms):

Z/D&f Eveeng, appv. 3-Y fas Cajde sg)e Fréoas
fow 1onéc/ﬁ/:§/ symptoms last? AL, 17K Ao Avgessa/, /e m/}]/’)( Feotn e

Give the circumstances of exposure (i.e. how much was taken, how was the product taken and how often was it takea, etc.).

/"‘%/M q"c:ﬂ/wu/ﬁzv A o(fzé_ ,/CM/\ Yo ,7/,‘}-’ /@
List all Medicaliog(s), Dietary Supplemeut(s), Food(s), and other product(s) used at the time of the event:

0W 9-7‘A—v)(5/’7§-5/0v¢€7 , .
/M/AWM Fomng . a/n,r/s , ] Agpe c/M@
Did event abate after use of suspected product stopped or dose reduced: OYes X6~ OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes CNo OUnknown MAppliuble
Did symptoms reoccur after using other producty with the same ingredieats: OYes ONo OUnknown &Nt / Applicable

Medical Information

Was a health care provider seen?: e ©No
Give health care provider’s pame, address and tel hone number:

COsleopath ONaturopath  DNurse OPharmacist
QOther (specify

)
What medical tests were performed and what were the results? -~ 4 7 JC/}‘N/ A/ﬂuﬁﬂ/‘e /'C%

What was the medical disgnosis? eandrotee Aernodaye 2Tike
treatment(s) was given (e.g., drugs, other)? _, 7
}Z(W LS " Sones A al ij’?‘p LT C//\m@%

T

/
Wer{ there any preexisting oonditén(s)/trwmmt(a)? MWW( Alg3- L [t ng
(If YBS, list them including allergies, and chronic diseases): OYes ONo 7+, 4 S0 4 sric e~
. v r 4 - = E 7 e

Occupation-of Health Care Provider:

000005
377




LT e T m e ,,,?LNYDIE TIGATIONS OPERATIONS MANUAL

Product Category AL ,/é" 3 Yy t(,
1. Adverse reaction to: /’

:%l‘gkl! Food (under medical supervision) OlInfant Formula

le‘lu" Supplemen( (a vitamin, & esscotis! mineral; 8 protein; » desb or aimilar outritional rubstances inchding botsnicals ach 4 ginsang and yohimbe, aming
aids, axtracns from snimal glands. gartic exract; fiah olli; oil of sveming primrose; Men such as prylium sad guar puoy; compeunds nat peacrilly recognited m food g¢
Auricoty, much s bioflavomols. enzymes, germaniur, sucleis scids, pare-uming-benzok scid. and rutin, sad mixturm of these lagrodieats.)

oOther (traditional food)

Other Product Problems
2. OForeign Object (specify):

3. QOther (specify):

Information on Suspected/Alleged Product

Give the product pame a3 listed on the label (including the recommended dosage/serving size, recommendod duration of use,

d indications f listed on the : -
and indications for use a8 on labcl);f/f? Amenin /V&@M /ﬂ/XAW
L] E 247703 COTel el 0 s cat
- 09 /9 Apontes. deecgioef floac s /2a
List product ingredients (if ingredients are suspected to be present, but not vu-iﬁed! list as suspected); 33vy/

OCheck here if ingredients are unknown E h/u/[ M
,éé#ﬁﬁh4/lwwa
a

If a particular ingredient js suspected of contributing to the reaction, please indicate the appropriate category below:

O Aspartame DOColor Additive (please specify)
©Monosodium Glutamats

CSulfite

pother p — A ' fn
OUnknown /h /"LA 5

Is the product label available, if yes submit a quality copy alog with this questionnaire: OYes B‘l( DUnknown
Product Sample Available: GYea CNo OUnknown

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records)

Death: OYcs aﬂo/

Life-Threatening: AYes GNo C MAmit ,//.\4/;7
Hospitalization: cm./ ONo Gf YES, indicste if initial or prolonged) ( / e~ & /97 4ead

Required intarvention to prevent permanent impsirmeat/damage: B’S{ ONo

Did the adverse reaction result Ia s congenital anomaly: OYes Eﬂo/

A = —— =

378 000006



tTO: Lori Love, M.D., Ph.D

.
FROM: Constance J. Hardy C') U/
DATE: 6/22/99

SUBJECT:  ARMS 12713—Additional Followup--Consumer Usage of Product/Signs and
Symptoms Prior to Stroke

I spoke to Ms.-on 6/22/99 in an attempt to clarify her use of the product (Fit America
Weight Control Aid) prior to her stroke on 11-26-97. Information in the adverse event
questionnaire and the MedWatch form stated that she took “up to 5 capsules/d” from 9/97 —
11/26/97, but did not mention the dosing frequency.

Unfortunately because of her stroke and with the passage of time, Ms. JJJjstated that she could
not remember exactly what the product directions’ were, or exactly how many capsules she took
on a typical day. She definitely stated that she never took 5 capsules at the same time.

When asked whether she had any symptoms prior to her stroke, she stated that there were none,
and that the stroke was sudden.

File: c:IIE e¢phedrafu/ful2713.doc

! The product directions state “Take capsules with 8 0z (240) ml water 1 hour before meals. Commence with low
dose (one or two capsules per day) for 2-4 days, and then gradually build up to the most comfortable dosage level.
Do not take more than one capsule every 4 hours, or exceed a maximum of 5 capsules per day...™
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. DEPARTMENT OF HF “.TH & HUMAN SERVICES

Public Health Service

Iy

a

Food and Drug Administration

DATE: 5/11/98
TO: Keith S. Ehrlich, SI o
FROM: Angela K. Rhodes, CSO [ 5

P . Y
ot

SUBJECT: F/U to CFSAN AE #12713, Comﬁiaint NYK-3416 per FLA-DO
memo dated 4/2/98.

On 4/23/98, I contacted the medical records department, at [N
Hln in order to obtain
medlcal records for as 1instructed in the 4/2/98 FLA-DO
assignment memo. I spoke with whom informed me
that, as a government agency, a medical records release was not
required from the patient in order to get copies of medical
records. I faxed Ms. a written request for records. (att:
1) These records were received and are attached. (ex: 1)

——

Due to the fact that medical records release authorization was not
needed, a visit to the home of Il vas unnecessary. However,
upon the advice of the CFSAN ARMS monitor, medical records release
authorization forms were sent to Ms. |l for her signature. (att:
2) Ms. signed these release forms and returned them to |}
mmy request. (att: 3) Ms. ]l also provided unopened

f the Fit America product in question. Labeling and a
product insert were obtained from these bottles and are attached.

TO: Phil Delisle
FLA-DO Complaint Coordinator MAY 12 1998

The above investigator’s memo reports follow-up with the subject
complainant. Medical records and 1labeling were obtained as
requested. A copy of brochures containing smoking cessation
products is being forwarded to the OTC Compliance Branch for
informational purposes. No further follow-up is planned by

O+at€7;;:

cctatt/ex:

cct+att/ex:

cctex#3: HFD-312/Budich
cc: KSE




NYK-3416
Memo 5/11/98 e

(ex: 2) Product was field destroyed. Ms. lHll also provided
promotional literature associated with the Fit America product.
(ex: 3) M Ms. _ husband, confirmed that the
unopened s provided to the FDA were the same lot
number and product as that opened and used by his wife prior to her
stroke.

Through discussions held on 4/20,23,24/98, it was determined that
Ms. — description of events does not differ from information
previously provided to NYK-DO. Therefore, an additional "Adverse
Reaction Questionnaire" was not completed.

Promotional literature provided by Mrs. _includes information
on a smoking cessation product, Nico-Fit. (exX: 3) A discussion with
Kevin Budich, OTC Compliance Branch, indicates that information is
currently being collected concerning smoking cessation products
using herbs and nutritional supplements. Mr. Budich requested that
promotional literature be forwarded to him.

ATTACHMENTS:

1 - FDA letter dated 4/24/98 to m

2 - Signed FDA Form 461, Authorization or Medilca Records
Disclosure

3 - FDA letter dated 4/24/98 to_

EXHIBITS:

1 - Medical Records
2 - Product Labeling
3 - Promotional literature

é’%—*

ngepa K Rhodes
Investigator,

000009




